INTRODUCTION {#s1}
============

The use of an anterior external fixator (Exfix) in the treatment of pelvic injuries is effective and may be lifesaving.^[@R1]--[@R19]^ Exfix is associated with pin-tract infections (25%--50% of pts),^[@R1],[@R2],[@R4],[@R10]--[@R15],[@R17],[@R19],[@R20]^ osteomyelitis (7%),^[@R1],[@R2],[@R10],[@R11],[@R14],[@R17]^ loosening (10%),^[@R10],[@R11],[@R14],[@R15],[@R17]^ loss of reduction (up to 33%),^[@R2],[@R4],[@R10]^ is difficult to use in obese patients,^[@R7]^ and can be restrictive to movement.

The anterior subcutaneous internal pelvic fixator (INFIX)^[@R21]^ attempts to address these issues and has been used by several groups with good early results for reduction, fracture healing, patient mobility, comfort, and has acceptable complication rates.^[@R21]--[@R26]^ The reported complications include heterotopic ossification (HO), lateral femoral cutaneous nerve (LFCN) irritation, loss of fixation,^[@R21],[@R22],[@R27]^ and recent reports of femoral nerve palsy.^[@R28]^ The construct is biomechanically superior to the anterior 2 pin external fixator in stiffness when tested in single leg stance in an anterior--posterior compression type 3 (APC3) pelvic model,^[@R29]^ as strong as a femoral distractor for compressing the sacroiliac joint in an APC injury,^[@R30]^ equivalent to an external fixator in repetitive motion testing of translational stiffness and superior to an external fixator in repetitive motion testing of rotational stiffness.^[@R31]^ The purpose of this report is to evaluate our experience with INFIX, quantifying the results using radiographic measures,^[@R32]--[@R34]^ functional outcomes,^[@R35]^ complications, and technical issues we have encountered and learned from.

PATIENTS AND METHODS {#s2}
====================

An institutional review board--approved retrospective study was performed on 83 consecutive patients who underwent implantation of an INFIX between November 2007 and September 2014 at our institution and had a minimum of 12 months follow-up. Twenty-six patients in our database were not included because of loss of follow up (21) or early death (4). The surgical technique, reduction of the injury and, equipment for implantation, was previously described^[@R21],[@R36]^ and demonstrated on the Orthopaedic Trauma Association video gallery^[@R37],[@R38]^ (Fig. [1](#F1){ref-type="fig"}). The INFIX apparatus in this article was made with long pedicle or Schanz screws and rods from Johnson and Johnson Depuy Synthes (Paoli, PA).

![AP-pelvis x-ray of implanted INFIX showing measurements taken to calculate PDI values and symphyseal widening. A, AP pelvis injury film, (B) after application of a binder, (C) after surgery with the INFIX and posterior fixation, and (D) after removal of INFIX. **Editor\'s Note:** A color image accompanies the online version of this article.](jot-31-252-g001){#F1}

We recorded demographic information including body mass index (BMI), fracture classifications, associated injuries with the injury severity score (ISS), timing of treatment, mechanism of injury, comorbidities and complications. Functional outcomes were assessed using the Majeed score, and radiographic outcomes were measured using the pelvic deformity index (PDI)^[@R32],[@R34]^ and distraction of the pubic symphysis (PS).

Patients {#s2-1}
--------

The indications for surgery included an unstable pelvic fracture (OTA/AO classification 61-B or C 76 pts) as a result of a motor vehicle collision or pedestrian hit by a vehicle, falls, or crush injury; a painful pathologic fracture unresponsive to pain medications and failing to heal (6 patients); and an insufficiency fracture which was chronic and painful to the point of preventing ambulation (1 patient) (Table [1](#T1){ref-type="table"}). The average age of the patients was 41.67 ± 15.9 years (median 42 years, range 14--86 years). There were 57 (68.7%) men and 26 (31.3%) women. The average ISS was 22.75 ± 11.2 (median 21, range 5--57) and BMI was 27.6 ± 7.4 (median 26.3, range 17.03--48.0). The average time from fixation to survey was 33.29 months (range 12.15--80.33). Eighty of the 83 patients also required posterior fixation and 11 had temporary external fixators/femoral distractors placed before definitive treatment with INFIX. In all cases, the conversion was performed within a week.

###### 

Demographics, Fracture Classifications, Reductions Based on PDI Values and Majeed Scores

![](jot-31-252-g002)

![](jot-31-252-g003)

Pelvic fractures were graded separately by an orthopaedic surgery resident and 2 fellowship-trained orthopaedic trauma surgeons using the OTA/AO^[@R39]^ and Young and Burgess^[@R40]^ classification systems. AP-pelvis radiographs were used in conjunction with computed tomography and fluoroscopic manual examination under anesthesia to classify the fractures. In the case of disagreements, a consensus was reached after a discussion. The fracture asymmetry was measured on anterior posterior pelvis x-rays using the cross measurement method first described by Keshishyan^[@R32]^ and later modified by Lefaivre^[@R33],[@R34]^ (PDI Fig. [1](#F1){ref-type="fig"}). Measurement of PS displacement was performed using the largest width of the PS for disruptions. These measurements were performed preoperatively, postoperatively, after INFIX removal and at latest follow-up. Functional outcomes were assessed using the scoring system described by Majeed.^[@R35]^ This was obtained at the latest clinic visit (47 patients) or by phone survey (36 patients).

HO in the soft tissues surrounding the implants was determined on x-rays at 3 months postoperation before INFIX removal and at latest follow-up. The severest grade of the 2 x-rays was used. HO was graded based on size and appearance as none, some HO (wispy or diffuse \<30 mm), and severe HO (\>30 mm) (Fig. [2](#F2){ref-type="fig"}). The patients\' left and right sides were evaluated separately, with the side having the most severe grade determining the overall HO classification.

![HO. A, None. B, Some HO \< 3 cm in any direction. C, Severe HO \> 3 cm in any direction.](jot-31-252-g004){#F2}

Other complications were tabulated. Lessons learned from technical failures and improvements to the original technique are described and demonstrated.^[@R37]^

All statistical analyses were performed using Pearson correlation coefficients, the *t* test, or analysis of variance (ANOVA) in Microsoft Excel, where applicable. Statistical significance was determined as *P* \< 0.05.

RESULTS {#s3}
=======

Fracture Healing {#s3-1}
----------------

The pelvic injury was deemed to be healed when the patient was allowed to fully weight bear. In our study, all patients were allowed to be full weight bearing by 12 weeks postoperation without difficulty. Four patients did not weight bear at 12 weeks because of spinal cord injury (2) and 2 who had pathological fractures with multiple other conditions preventing weight bearing. There has been no case of nonunion from a traumatic fracture in this case series.

Fracture Reduction {#s3-2}
------------------

The average reduction was 39.6% of the original injury (PDI). Patients who suffered injuries to the PS (30) experienced a 56.9% reduction of the injury after reduction and implantation of INFIX. Of these injuries, 17 had an original displacement greater than 25 mm, 9 between 15 and 25 mm, and 4 less than 15 mm. With the INFIX in place, there were 26 (PS \< 14 mm) very good, 4 (15--25 mm) good symphyseal reductions (see **Table**, **Supplemental Digital Content 1**, <http://links.lww.com/BOT/A845>). Loss of reduction occurred in one case where the implants were improperly secured by one of our surgeons during the early stages of the study. This case was reinstrumented with the same implants the next day with C-rings to reinforce the construct and led to a good outcome.

Implant Retention {#s3-3}
-----------------

INFIX is typically removed after 3 months or when the fracture has demonstrated healing on x-ray. The average time of removal was 5.3 ± 5.4 months (median 3.7, range 0.3--49.5 months). The average time to removal was greater than 3 months as often patients are scheduled for the removal but patient or scheduling issues delayed the procedure and this number also includes several patients who did not want to have it removed when we suggested (including one who decided on removal at 49.5 months postoperation). Three patients had the device removed early because of the development of an infection. Seventy-three of the 83 implants were removed. Six patients died before removal (all had cancer, implant retained \>12 months), 1 was unable to be removed because of complications with anesthesia, and 3 declined. Neither of these 3 patients complained about any discomfort from the INFIX. One patient had the implant in for 49.5 months and delivered 2 children vaginally with the bar in place.^[@R41]^

Outcome Scores {#s3-4}
--------------

The average follow-up was 35 ± 12.4 months (range 12--80.33 months) and the average Majeed score was 78.8 ± 13.8 (median 78.5, range 47--100). Majeed scores were collected and analyzed by individual category (Table [2](#T2){ref-type="table"}). Pearson correlations were used to test for correlations between Majeed score and several other factors. In this series, a higher ISS was correlated with a poorer Majeed score (*P* \< 0.0001 ANOVA). There was little correlation between the Majeed Score and age (ρ = −0.19) or reduction (PDI ρ = −0.15). Majeed scores verses length of follow-up \<24 months (75.72) and \>24 months (78.61) showed no significant difference (*P* = 0.50 *t* test).

###### 

Breakdown of Majeed Scores by Subsection
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COMPLICATIONS {#s4}
=============

HO {#s4-1}
--

No sign of HO was seen in 32.5% of patients, some HO was found in 32.5%, and 35% had developed severe HO. Only 2 patients had symptoms related to HO. One patient had severe HO and complained for 4 months after removal of implants, did not let us remove it and the patient stopped complaining about it. A second patient had severe HO unrelated to the INFIX but to a massive soft tissue injury. This patient had multiple upper and lower extremity injuries including a proximal femur fracture.

ANOVA tests were performed to ascertain a relationship between HO: Majeed scores, duration of fixation, ISS, GCS, sex, race, and age. Older age and HO classes were statistically significant with a *P* value of 0.007. The relationship between higher ISS and HO development was found to be statistically significant with a *P* value of 0.05 using a *t* test. The length of time the INFIX was in place, GCS, sex, race, Majeed scores showed no significant relationship with the development of HO.

Infection {#s4-2}
---------

Infection at the surgical site was noted in 3 cases. One patient had a bladder injury with the suprapubic catheter placed above the bikini line at the time of INFIX placement. However, the urological team decided to reposition the catheter later that week and placed the catheter through the area of the INFIX bar (see **Figure**, **Supplemental Digital Content 2**, <http://links.lww.com/BOT/A844>). They were unfamiliar with the INFIX device and we failed to communicate its location. This led to an infection which required removal of the implant at 3 weeks. No loss of reduction was encountered as there was good posterior fixation. A second patient was noncompliant; he walked right away on the fracture and developed a posterior infection which presented 4 months after insertion. The third patient was obese, had a Morel-Lavallee lesion, and developed a superficial infection at the surgical site which eventually infected the hardware. We removed the implants, preformed serial irrigation and debridements\'s with eventual resolution after 6 weeks of intravenous antibiotics. At latest follow-up, there has been no recurrence of infection.

Persistent irritation of the LFCN was observed in 7 cases, none of which were problematic and resolved once the implants were removed. Our feeling is that as many as 25% of the patients have some irritation of the LFCN, most are minor and can be from numbness to paresthesia that resolve quickly. Persistent irritation was felt to be complaints that are still present at the time of implant removal. One patient developed numbness and dysesthesia at removal. These did not lead to any long-term difficulty.

Implant revision occurred in 3 of the early cases. In one case, the rods and caps were improperly secured, resulting in loss of reduction requiring revision as with the addition of C-Clamps.^[@R38]^ In 2 morbidly obese patients, the INFIX bar was placed too deep, causing discomfort, a crease in the lower abdomen, and swelling in the legs and occurred in our first series that we reported.^[@R21]^ The screws were too short and sunk too far into the iliac wing at the anterior inferior iliac spine. The implants were removed and replaced with 110 mm screws which protruded from the anterior inferior iliac spine almost 50 mm so that the heads sat at the level of the subcutaneous rod. No further problems occurred in these individuals and they healed uneventfully.

Three cases of discomfort clearly caused by the device were observed all in very thin women. Each tolerated the situation and had the device removed at 3 months.

DISCUSSION {#s5}
==========

Physicians are always seeking better ways to provide treatment to their patients. It was this spirit that led to the development of the INFIX device as an alternative to the widely used external fixator for definitive fixation of anterior pelvic ring injuries. The INFIX technique was developed with obese individuals in mind, but as we became more confident, we expanded our indications. As such, our patients had a mean BMI of 27.6 (median 26.3, range 17.03--48.0), and we do not restrict its use to obese patients. Patients find INFIX comfortable and are able to sit and move without limitation.^[@R21],[@R22]^

The Keshishyan cross method was chosen to analyze reduction because of its reliability compared with other methods described in the literature.^[@R42]^ Our average reduction was 39.6% and an average reduction in PDI of 0.0166 ± 0.0343. A limitation of this method is that it frequently underestimates the severity of the fracture and the quality of the reduction in AP compression (APC) injuries as the disruption may be symmetric and thus give a very low PDI. Thus diastasis of the PS is important in assessing the severity and reduction of these APC injuries. A 56.9% reduction was seen in these 30 patients with 26 (PS \< 14 mm) very good, 4 (PS 15--25 mm) good. There was loss of reduction in one case which required revision as reported above because of unfamiliarity with the implants. Loss of reduction has been reported with the use of polyaxial pedicle screws in APC3 injuries.^[@R22],[@R27]^ We performed a biomechanical study to test this issue and found that polyaxial screws failed in distraction at about 150N, whereas monoaxial screws did not.^[@R31]^ Another study confirmed this.^[@R43]^ If polyaxial systems are chosen, we recommend the use of C-Clamps outside these screws to reinforce the construct (Fig. [1](#F1){ref-type="fig"}C) or using the Universal Spine System fracture module (Synthes Spine, Paoli, PA) which is very strong.^[@R31],[@R37]^

We chose to use the Majeed functional outcomes score as it is easy to perform, but shows similar validity when compared with other accepted methods of evaluating functional outcomes of pelvic fractures.^[@R33]^ Median Majeed scores for pain, sitting, standing, and unaided gait all had scores within the highest range (Table [2](#T2){ref-type="table"}). Sexual intercourse and walking distance score medians were within the second highest score. The only set of scores not within the highest 2 ranges in terms of median and mean were work scores. This discrepancy in work scores could reflect economic or personal factors such as the high rate of unemployment within our city (24% according to the Bureau of Labor Statistics). Overall, the Majeed scores indicate positive long-term results for the patients. We performed statistical analysis to ascertain significant relationships and correlations between different factors and Majeed scores. Most results were statistically inconclusive. However, greater ISS, which denote greater and more traumatic injuries, were found to have worse functional outcomes or lower Majeed scores score (*P* \< 0.0001 ANOVA).

The complications associated with the INFIX procedure have previously been described,^[@R21],[@R22]^ and most of these complications are not unique to INFIX. They can occur with other fixation methods. Pin-tract infections are common in anterior external fixators (25%--50% of pts),^[@R1],[@R2],[@R4],[@R10]--[@R15],[@R17],[@R19],[@R20]^ and the INFIX procedure also had infections in our hands although much reduced 3/83 (3.6%) because of the internal position. In patients who had an external fixator using supra-acetabular pin placement, we used a new screw path to place the INFIX after removing the external fixator pins.

Parasthesias in the distribution of the LFCN is a common occurrence with the INFIX and in our series was persistent in 7 patients. It may occur with an external fixator when using supra-acetabular pin placement as well due to the proximity of the device to the LFCN.^[@R44]^ Removal of the device at the end of treatment solved the issue in each one of the patients except one but it was not found to be a problem as reported by this patient. Femoral nerve palsies have been reported in the literature as a complication of INFIX.^[@R28]^ We have not experienced this in our patients. We feel that placing the screws too deep can lead to compression of the underlying structures. In our early series, this happened on 2 occasions and led to discomfort and leg swelling. However, it was recognized fairly quickly and revised with longer screws.^[@R21]^ The cases of femoral nerve palsy in an article by Hesse et al^[@R28]^ all occurred in patients operated by surgeons early in their experience with the procedure.

HO around the device seems to be unique to INFIX, as it has not been reported in the literature for external fixation. In our series, it was related to increased ISS (*P* \< 0.05) and age of the patient with older patients suffering more HO (*P* = 0.007). It was asymptomatic in all patients even at latest follow-up, except in one patient as mentioned in the results. No specific treatment was performed. During hardware removal, one always has the opportunity to remove HO as well. We have conducted this several times when it was present but have not made it a routine practice.

Technical lessons: placing the screw heads too deep in obese patients can lead to compression of the underlying structures, and we recommend to keep the bar very superficial. We have switched from the use of pedicle screws to Schanz pins and the Universal Spine System fracture module (Synthes Spine) which has pins that are 150-mm long and in obese individuals they are useful (Fig. [3](#F3){ref-type="fig"}). In cases of APC3 injuries, there is sometimes force which exceeds the capability of the polyaxial pedicle screw caps and may lead to failure.^[@R22],[@R27]^ In these cases, we have used monoaxial screws that have a very strong connection, the Schanz pins from the Universal Spine System fracture module, or have placed C-Clamps on the outside of both pedicle screws to reinforce the construct. These are all very strong constructs.^[@R31]^ The ultimate solution for this problem is to have implants specifically for this method which are designed to withstand the loads of a pelvis and have extremely long lengths.

![The rod should be placed very superficial. The USS fracture module (Synthes Spine) has pins that are 150-mm long and in really obese individuals, they are very useful. **Editor\'s Note:** A color image accompanies the online version of this article.](jot-31-252-g006){#F3}

The limitations of this study include the lack of a control group with fractures treated by the same surgeons using more traditional methods and leaves us with no way to compare INFIX directly with other methods. This is a retrospective study and several prospective comparative studies with INFIX and plates are now starting. Majeed scores were compared in patients who were at different stages of recovery, and although there was no correlation with the length of follow-up (\<24 vs. \> 24 months), we do believe a more homogenous group of patients would show improvement in scores over time or if we had followed outcome scores during the entire recovery period, this trend may have become apparent in the recovery of each patient. It is still unclear to us from this data set when improvement in outcome begins to plateau. Our study is a larger single-center sample of patients than previously seen in the literature regarding INFIX.

CONCLUSIONS {#s6}
===========

The pelvic injuries had good functional and radiological outcomes with INFIX and the appropriate posterior fixation. The downside is removal requiring a second anesthetic, there is a learning curve, HO often occurs, the LFCN may get irritated which often resolves once the implants are removed. Surgery-specific implants need to be developed.
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